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DETAILED ACTION 
Continued Examination Under 37 CFR 1,114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicant's submission filed on 
10/29/2004 has been entered. 

Status of the Application 

2. Claims 46-52 are pending in this application. Claims 1-45 were cancelled by 
Applicant in the communication filed 10/29/2004. Claims 46-52 are currently under 
examination in this Application. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112; 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 46-48 and 50-51 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Claims 46-48 and 50-51 are indefinite due to 
the recitation "do not share sequence identity with any endogenous RNA in soybean". It 
is unclear what degree of difference is required to meet this claim limitation and how an 
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RNA cannot share sequence identity with any endogenous RNA in soybean at even one 
residue, for example. 

5. Claims 46-52 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Claims 46-52 are drawn to nucleic acid constructs 
and methods that reduce the expression of target mRNAs or any endogenous mRNAs 
expressed in soybean that have at least 80% sequence identity with a sequence 
homologous to all or part of the target mRNA, wherein the determination of sequence 
identity is recited as being "based on the Clustal method of alignment." However, the 
metes and bounds of what is being claimed cannot be determined because there is no 
single Clustal method of alignment and the claim language does not specify the 
requisite parameters that would define the claimed method of Clustal alignment. The 
method of aligning multiple sequences, using the Clustal algorithm, can have highly 
variable results depending on the parameters used, such as the clustal size and the gap 
length, for example. 

6. Claim 52 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 52 recites, "A method for reducing the expression of a 
target mRNA or any endogenous mRNA that has at least 80% sequence identity with 
the sequence homologous to all or part of the RNA homologous to the target mRNA, 
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expressed in soybean based on the Clustal nnethod of alignment, the method 
comprising:..". In the instant case, the metes and bounds of what is being claimed 
cannot be determined because it Is unclear what is being claimed. As written, this claim 
reads on a method for reducing the expression of an mRNA wherein the method is 
expressed in soybean and it is not clear how a method can be expressed in soybean. 
Moreover, this claim is drawn to an mRNA that has at least 80% sequence identity with 
a sequence that Is homologous to the RNA that is homologous to itself. The language 
of this claim is very unclear, rendering this claim indefinite. 

7. Claim 48 recites the limitation "said sequence" in line 8. There is insufficient 
antecedent basis for this limitation in the claim because multiple sequences are referred 
to in the preceding lines. 

8. Claim 49 recites the limitation "the target mRNA expressed in soybean" in lines 
3-4. There is insufficient antecedent basis for this limitation in the claim. 

9. Claim 52 recites the limitation "the RNA" in line 3. There is insufficient 
antecedent basis for this limitation in the claim. 

10. Claim 52 recites the limitation "the RNA" in 8. There is insufficient antecedent 
basis for this limitation in the claim. 

1 1 . Claim 52 recites the limitation "the sequence" in lines 3-4. There is insufficient 
antecedent basis for this limitation in the claim because sequence does not appear the 
preceding lines. 
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12. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the nnanner and process of 
making and using it, in such full, clear, concise, and exact temns as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

13. Claims 46-47 and 49-52 are rejected under 35 U.S.C. 112. first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. This is a new matter rejection. 

Claims 46-47 and 49-52 recite specific portions of SEQ ID NO: 13 which are new 
limitations to the claims introduced by amendment in the communication filed 10/29/04. 
Applicant has indicated, in the remarks filed 10/29/04, where support for the newly 
added limitations of particular regions of SEQ ID NO: 13 can be found in the 
specification (pg. 18, lines 12-34 and pg. 2, lines 34-36). However, no support for the 
newly added limitations of particular regions of SEQ ID NO: 13 could be located in the 
specification and claims as originally filed, including the particular parts of the 
specification pointed to by Applicant. If Applicant believes that particular support for the 
newly added limitations of particular regions of SEQ ID NO: 13 is to be found in the 
specification or claims as originally filed, Applicant should point, with particularity, to 
where such support may be found. 

14. Claims 46-52 rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
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was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. This is a written description rejection. 

Claims 46-52 are broadly drawn to compositions and methods comprising a vast 
genera of recombinant constructs and the RNA's that are expressed from such that 
reduce the expression of target mRNAs or any endogenous mRNAs expressed in 
soybean that have at least 80% sequence identity with a sequence homologous to all or 
part of the target mRNA, wherein the determination of sequence identity is recited as 
being "based on the Clustal method of alignment." Claims 49 and 52 are drawn to 
methods for reducing expression of a target mRNA or any endogenous RNA using the 
constructs or RNA of claims 46-48 and 50-51 . However, the specification as filed does 
not provide an adequate written description of the broad genera of constructs or RNAs 
expressed from such that is commensurate with the breadth of what is now claimed, 
that will function to reduce the expression of any target mRNA or any endogenous RNA 
expressed in soybean that has at least 80% sequence identity with a sequence 
homologous to all or part of the RNA having homology to at least one target mRNA 
expressed in soybean wherein the determination of sequence identity is recited as 
being "based on the Clustal method of alignment," It is noted here that the claim 
language in (a), "at least one target mRNA expressed in soybean, is not limited to 
genes that are encoded by the genome of soybean or "endogenous" to soybean but. as 
written, reads on any target mRNA expressed in soybean. 
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The specification as filed provides only a general disclosure of what is 
encompassed any target mRNA that can be expressed in soybean, the expression of 
which can be reduced by an RNA or the expression of an RNA having 80% homology to 
all or part of said target mRNA based on the Clustal method of alignment or any 
endogenous gene the expression of which can be reduced by an RNA or the expression 
of an RNA having 80% homology to all or part of said endogenous mRNA based on the 
Clustal method of alignment. In regards to the Clustal method of alignment, the 
specification provides only a general disclosure of the method by providing the original 
literature citation. The specification discloses a single example of the method wherein 
the variable parameters of the algorithm are set to default. The specification does not 
provide a limiting definition of what is encompassed by "the Clustal method of 
alignment" and the state of the art as shown by the citation provided by Applicant 
(Higgins and Sharp 1989, as cited in the specification on page 13), recognizes that the 
results obtained from the multiple alignment of nucleotide sequences using the Clustal 
method can be variable depending on the settings of the initial parameters such as 
clustal size, gap penalty, gap length penalty, for example. 

The specification provides general guidance and several examples of target 
mRNAs and endogenous mRNAs, the expression of which are reduced in soybean, but 
does not indicate or disclose any distinguishing identifying characteristics of these 
mRNAs that would indicate that applicant was in possession of these broadly claimed 
genera of constructs and RNAs commensurate with what is now claimed, that will 
function to reduce the expression of any target mRNA or any endogenous RNA 
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expressed in soybean that has at least 80% sequence identity with a sequence 
homologous to all or part of the RNA having homology to at least one target mRNA 
expressed in soybean wherein the determination of sequence identity is recited as 
being "based on the Clustal method of alignment." However, general guidance and 
examples provided by the specification are insufficient to indicate possession of the 
broadly claimed genera of constructs and RNAs as claimed. The specification does not 
provide the specific guidance that would be required to reasonably lead one of skill in 
the art to the claimed invention or that would allow the skilled artisan to recognize that 
Applicant was in possession of the broad genera that functioned commensurate with 
what is now claimed: nucleic acid constructs and RNAs that comprise a sequence 
homologous to and that reduces the expression of any nucleotide sequence that is at 
least 80% homologous to all or part of any target mRNA (which can be any RNA from 
any source) which can be expressed in soybean or any endogenous mRNA expressed 
in soybean. Moreover, and, in light of the 112 2"^ paragraph rejection set forth 
previously in this Action, the metes and bounds of what is being claimed by a nucleotide 
sequence that has at least 80% sequence identity to another sequence wherein the 
degree of sequence identity is determined by a method that is highly variable depending 
on the settings of the initial parameters, cannot be determined. 

What is the structure of a construct or an RNA expressed from such, for 
example, that will function commensurate with what is now claimed, that will function to 
reduce the expression of any target mRNA or any endogenous RNA expressed in 
soybean that has at least 80% sequence identity with a sequence homologous to all or 
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part of the RNA having honnology to at least one target mRNA expressed in soybean 
wherein the determination of sequence identity is recited as being "based on the Clustal 
method of alignment." 

MPEP§2163[R-2] I. states: 



To satisfy the written description requirement, a patent specification nnust describe the 
claimed invention in sufficient detail that one skilled in the art can reasonably conclude 
that the inventor had possession of the claimed invention. See, e.g., > Moba, B.V. v. 
Diamond Automation, Inc., 325 F.Sd 1306, 1319, 66 USPQ2d 1429, 1438 (Fed. 
Cir. 2003);< Vas-Cath, Inc. v. Mahurkar, 935 F.2d at 1563, 19 USPQ2d at 1 1 16. 

The fundamental factual inquiry is whether the specification conveys with reasonable 
clarity to those skilled in the art that, as of the filing date sought, applicant was in 
possession of the invention as now claimed. See, e.g., Vas-Cath, Inc., 935 F.2d at 
1563-64, 19 USPQ2d at 11 17, 

Possession may be shown in a variety of ways including description of an actual 
reduction to practice, or by showing that the invention was "ready for patenting" such 
as by the disclosure of drawings or structural chemical formulas that show that the 
invention was complete, or by describing distinguishing identifying characteristics 
sufficient to show that the applicant was in possession of the claimed invention. See, 
e.g., Pfaff v. Wells Elecs., Inc., 525 U.S. 55, 68, 119 S.Ct. 304, 312, 48 USPQ2d 1641, 
1647 (1998); Eli Lilly, 119 F.3d at 1568, 43 USPQ2d at 1406; Amgen, Inc. v. Chugai 
Pharmaceutical, 927 F.2d 1200, 1206, 18 USPQ2d 1016, 1021 (Fed. Cir. 1991) (one 
must define a compound by "whatever characteristics sufficiently distinguish it"). 

An applicant may also show that an invention is complete by disclosure of sufficiently 
detailed, relevant identifying characteristics which provide evidence that applicant was in 
possession of the claimed invention, i.e., complete or partial structure, other physical 
and/or chemical properties, functional characteristics when coupled with a known or 
disclosed correlation between function and structure, or some combination of such 
characteristics. > Enzo Biochem, 323 F.3d at 964, 63 USPQ2d at 1613.< 



In the instant case, Applicant has not provided adequate written description of 
their invention because the specification does not convey, with reasonable clarity to 
those of skill in the art, as of the filing date sought, that applicant was in possession of 
what is now claimed. Applicant has not shown how the invention was "ready for 
patenting" such as by the disclosure of the structure of a construct or RNA expressed 
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from such that would function commensurate with the breadth of what is now claimed 
(that shows that the claimed invention was complete), or by describing distinguishing 
identifying characteristics sufficient to show that the applicant was in possession of the 
broad genera as claimed. 

15. Claims 46-52 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for constructs, RNAs expressed from such and 
methods of using constructs and RNAs expressed from such for reducing the 
expression of fad2, delta9, gasi and gas2 in soybean, does not reasonably provide 
enablement for constructs, RNAs expressed from such and methods of using constructs 
and RNAs expressed from such to reduce the expression of any target mRNA or any 
endogenous RNA expressed in soybean that has at least 80% sequence identity with a 
sequence homologous to all or part of the RNA having homology to at least one target 
mRNA expressed in soybean wherein the determination of sequence identity is recited 
as being "based on the Clustal method of alignment." The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the invention commensurate in scope with these claims. 

The following factors as enumerated In re Wands, 858 F.2d 731, 737, 8 USPQ2d 
1400, 1404 (Fed. Cir. 1988), are considered when making a determination that a 
disclosure is not enabling: the breadth of the claims, the nature of the invention, the 
state of the prior art, the level of ordinary skill in the art, the level of predictability in the 
art, the amount of direction provided by the inventor, the existence of working examples 
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and the quantity of experimentation needed to make the invention based on the content 
of the disclosure. 

In the instant case, claims 46-52 are broadly drawn to subject matter that has not 
been adequately described in the specification such that one of skill in the art can 
neither determine the metes and bounds of what is now claimed nor clearly recognize 
that Applicant was in possession of the invention commensurate with what is now 
claimed (as outlined in previous rejections herein). Given the lack of definiteness in the 
claims and the lack of written description in the specification, although the level of 
ordinary skill in the art is acknowledged as quite high, one of skill would still require 
specific guidance to practice the claimed methods, with the resultant specified biological 
effect of gene inhibition, commensurate in scope with what is claimed. However, the 
specification does not provide the requisite guidance such that any person skilled in the 
art would be able to make the instantly claimed constructs or RNAs expressed from 
such or to practice the claimed methods commensurate with their full scope, without 
performing undue de novo trial and error experimentation. This experimentation would 
be required, at least, to identify and characterize the vast number of target mRNAs and 
endogenous mRNAs, the expression of which could be reduced in soybean by the 
nucleic acid constructs, RNAs and methods of the invention that comprise and employ a 
sequence homologous to and that reduces the expression of any nucleotide sequence 
that is at least 80% homologous to all or part of any target mRNA (which can be any 
RNA from any source) which can be expressed in soybean or any endogenous mRNA 
expressed in soybean. 
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Thus, while the specification is enabling for the exannples set forth in the 
disclosure, the specification is not enabling for the full scope of what is now claimed. 
Thus, one of skill in the art could not practice the invention commensurate in scope with 
the claims without undue, de novo trial and error experimentation. Additionally, the type 
of experimentation required to practice the invention more broadly that is exemplified is 
a factor in the enablement analysis, but is not dispositive. In this case, even if the 
nature of each experiment required to expand the scope of the enabled invention was 
considered standard (which it is not), it would be out weighted by the sheer quantity of 
experimentation required to practice the full scope of the claimed invention. 

Conclusion 

16. No claims are allowable 

17. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon B. Ashen whose telephone number is 571-272- 
2913. The examiner can normally be reached on 7:30 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
acting supervisor. Andrew Wang can be reached on 571-272-081 1 . The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to (571) 272-0547, 
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Patent applicants with problems or questions regarding electronic images that 
can be viewed in the Patent Application infonnation Retrieval system (PAIR) can now 
contact the USPTO's Patent Electronic Business Center (Patent EBC) for assistance. 
Representatives are available to answer your questions daily from 6 am to midnight 
(EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image 
problem with, the number of pages and the specific nature of the problem. The Patent 
Electronic Business Center will notify applicants of the resolution of the problem within 
5-7 business days. Applicants can also check PAIR to confirm that the problem has 
been corrected. The USPTO's Patent Electronic Business Center is a complete service 
center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It 
also enables applicants to view the scanned images of their own application file 
folder(s) as well as general patent information available to the public. For all other 
customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 
Jba 




